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Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). , 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )S Responsive to communication(s) filed on 12 December 2005 . 
2a)^ This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) E3 Claim(s) 37-45 and 47-50 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) |EI Claim(s) 37.42.43 and 47 is/are allowed. 

6) E3 Claim(s) 38-41 '.44.45 and 48-50 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)^ The drawing(s) filed on 12 December 2005 is/are: a)S accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121 (d). 
11 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)^ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
aM AH b)Q Some * c)D None of: 

1 Certified copies of the priority documents have been received. 

2. [3 Certified copies of the priority documents have been received in Application No. 09/051.843 . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 



1 . Amendment filed 12/12/05 has been entered. Claims 37-45 and 47-50 are 
pending in the application. Claims 1-36, 46 and 51 have been cancelled. 
2.. The drawings filed 1 2/1 2/05 are approved by the examiner. 



Claim Rejection, 35 U.S.C. 112, second paragraph 

3. Claims 41 and 45 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 41 remains indefinite because it is not clear which isolated polypeptide is 
considered the "soluble form" so as to allow the metes and bounds of the claim to be 
determined. It is not clear which fragments of the polypeptide are considered the 
"soluble form". Applicant argues the term "soluble form" is well understood by those 
skilled in the art. Applicants also argue the various domains of murine NR4 (SEQ ID 
NOs: 1 and 2) including a signal sequence, an extracellular domain, an transmembrane 
domain and a cytoplasmic domain are disclosed on page 37 and Figure 1. Applicants 
further argue since the SEQ ID NO:4 is the human homolog of murine NR4 and a 
sequence alignment is provided in Fig. 7 of human and murine homologs the term 
soluble is not indefinite because the term "soluble form" includes the extracellular part of 
NR4 and does not include the transmembrane segment. Applicant's arguments have 
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been fully considered but are not found persuasive. Although an alignment is provided 
of the two NR4 homologs, Fig. 7 does not disclose which regions of the polypeptide of 
SEQ ID NO:4 correspond to the soluble form. The signal sequence, extracellular 
domain, transmembrane domain and cytoplasmic domain of the polypeptide of SEQ ID 
NO:4 are not disclosed. The metes and bounds of the soluble form can only be 
determined by knowing at which particular amino acid residue of SEQ ID NO:4 the 
protein starts and at what residue it ends. Further, even if the skilled artisan could get 
some idea of the particular domains based on Fig. 1 it is not known or disclosed if the 
polypeptide contains more than one extracellular domain, transmembrane domain and 
cytoplasmic domain. The polypeptide could contain other extracellular, transmembrane 
or cytoplasmic domains for example, then what constitutes the soluble polypeptide. In 
conclusion the metes and bounds of the "soluble form" of the polypeptide of SEQ ID 
NO:4 cannot be determined based on the information provided in the application or prior 
art. If Applicant fefk the examiners comparison of the date provided in Figs 1 and 7 is 
in error and that said Figs actually disclose the signal sequence and soluble form of the 
polypeptide of SEQ ID NO:4 it is requested that Applicant specifically disclose where in 
the Figs, said data is provided, i.e. start residue of signal peptide, end residue of signal 
peptide, start residue of soluble form and end residue of soluble form. 

Claim 45 remains indefinite because it is not clear which isolated polypeptide is 
considered the mature form so as to allow the metes and bounds of the claim to be 
determined. It is not clear which fragments of the polypeptide are considered the 
mature form. Applicant argues the term "mature form" is well understood by those 
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skilled in the art. Applicants also argue the various domains of murine NR4 (SEQ ID 
NOs 1 and 2) including a signal sequence, an extracellular domain, an transmembrane 
domain and a cytoplasmic domain are disclosed on page 37 and Figure 1 ). Applicants 
further argue since the SEQ ID NO:4 is the human homolog of murine NR4 and a 
sequence alignment is provided in Fig. 7 of human and murine homologs the term 
mature form is not indefinite because the term "mature form" represents the portion of a 
protein after the signal sequence has been cleaved. Applicant's arguments have been 
fully considered but are not found persuasive. Although an alignment is provided of the 
two NR4 homologs, Fig. 7 does not disclose which regions of the polypeptide of SEQ ID 
NO:4 correspond to the mature form of the soluble form. The signal sequence, 
extracellular domain, transmembrane domain and cytoplasmic domain of the 
polypeptide of SEQ ID NO:4 are not disclosed. The metes and bounds of the mature 
form can only be determined by knowing at which particular amino acid residue of SEQ 
ID NO:4 the mature protein starts and at what residue it ends. Further, even if the 
skilled artisan could get some idea of the particular domains based on Fig. 1 it is not 
known or disclosed if the polypeptide contains more than one extracellular domain, 
transmembrane domain and cytoplasmic domain. The polypeptide could contain other 
extracellular, transmembrane or cytoplasmic domains for example, then what 
constitutes the mature form of the polypeptide. In conclusion the metes and bounds of 
the "mature form" of the polypeptide of SEQ ID NO:4 cannot be determined based on 
the information provided in the application. If Applicant fells the examiners comparison 
of the date provided in Figs 1 and 7 is in error and that said Figs actually disclose the 
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signal sequence and mature form of the polypeptide of SEQ ID NO:4 it is requested that 
Applicant specifically disclose where in the Figs, said data is provided, i.e. start residue 
of signal peptide, end residue of signal peptide, start residue of mature form and end 
residue of mature form. Further, the term mature is ambiguous as it relates to the 
polypeptide because it is also not clear if mature is a functional term relating to activity 
or a structural term relating to the length of the polypeptide. Does mature refer to a 
state of glycosylation for example? 



Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

4. Claims 38-41 , 44 and 48-50 are rejected under 35 U.S.C. 112, first paragraph, 
because the specification, while being enabling for the isolated polypeptide of SEQ ID 
NO:4, wherein said polypeptide binds at least on of human 11-13 and human II-4 does 
not reasonably provide enablement for polypeptides that comprise parts of fragments of 
SEQ ID NO:4 without a defined biological activity. The specification does not enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to 
make and use the invention commensurate in scope with these claims. 

While the person of ordinary skill in the art would, in light of the specification be 
able to isolate the polypeptide disclosed in SEQ ID NO:4 the scope of the claims, which 
encompass derivatives of undefined structure and function are not enabled by the 
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disclosure. The disclosure does not teach how to make such functional derivatives or 
other polypeptides encompassed by the claims. The claims encompass a polypeptide 
comprising a part of fragment of the polypeptide of SEQ ID NO:4. A part can be an ion, 
a single amino acid or a few amino acids. A fragment can be as little as two amino 
acids. Therefore the claims encompass every polypeptide known to man, applicants 
are not enabled for this scope. The claims encompass no functional language. 
Applicant has not disclosed how to use derivatives that do not bind 11-13 or II-4. 
Applicant has not disclosed how to use derivatives with no activity. 

Although derivatives of IL-13 receptor (polypeptides comprising parts of the 
polypeptide of SEQ ID NO:4)can be made, said derivatives carry no weight in terms of 
structure and function and encompasses numerous alterations and reads on unrelated 
polypeptides. Also polypeptides defined only by comprising "part", which can be one 
amino acid, carry no weight in terms of structure and function and encompasses 
numerous alterations and reads on unrelated polypeptides. Instant specification does 
not teach which particular amino acids (parts or fragments) are critical for the 
functionality of the claimed polypeptide i.e. the critical feature of the invention as it 
relates to function is not disclosed. Therefore structurally deficient polypeptides 
containing random mutations would be expected by the skilled artisan to result in 
molecules encoding inactive or unrelated proteins or polypeptides. For example, 
Rudinger (see previous office action)states on page 3 that "it is impossible to attach a 
unique significance to any residue in a sequence. A given amino acid will not by any 
means have the same significance in different peptide sequences, or even in different 
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positions of the same sequence". Rudinger further states on page 6 that "the 
significance of particular amino acid sequences for different aspects of biological activity 
cannot be predicted a priori but must be determined from case to case by painstaking 
experimental study". Therefore, the lack of guidance provided in the specification as to 
what minimal structural requirements are necessary for functional protein would prevent 
the skilled artisan from determining whether any modification, mutation of SEQ ID NO:4 
or other protein encompassed by the claims could be made which retains the 
undisclosed activity of the claimed invention, because any random mutation or 
modification manifested within said protein itself would be predicted to adversely alter 
its biologically active 3-dimensional conformation, without undue experimentation to 
determine otherwise. 

The fact remains that the activity of the claimed polypeptides or the actual 
structure of the polypeptide cannot be envisioned any better when the possible choices 
are narrowed from all possible molecules to all possible molecules that comprise 
fragments or parts of SEQ ID NO:4. For example, if one skilled in the art were to make 
a polypeptide with 90% identity to the reference amino acid sequence SEQ ID NO:4, he 
would be no more able to say whether it inhibits IL-4 binding if the polypeptide was only 
10% identical to the reference polypeptide sequence. Nor would he be able to say 
whether the sequence existed in nature. The specification does not provide any 
information on what polypeptides apart from those disclosed above are necessary and 
sufficient for a functional activity. The specification also provides no teachings on what 
amino acid sequence modifications, e.g. insertions, deletions and substitutions, would 
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be permissible in an active polypeptide that would improve or at least would not 
interfere with the biological activity or structural features necessary for the biological 
activity and stability of the protein. Therefore one cannot predict which receptor 
molecules comprise a biologically active product encompasses by the claims 

5. Claims 38, 41, 44, and 48 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description requirement. The claim(s) 
contains subject matter, which was not described in the specification in such a way as 
to reasonably convey to one skilled in the relevant art that the inventors, at the time the 
application was filed, had possession of the claimed invention. Claims are drawn to 
polypeptide, comprising a part or fragment of SEQ ID NO:4 with no disclosed activity . 
The claims either provide a) no functional limitation and b) meaningless structural 
limitation (comprising a part or fragment of SEQ ID NO:4).. The claims encompass 
every polypeptide known, or yet to be isolated whether it be functional or not. The 
phrase "comprising a part or fragment of SEQ ID NO:4 does not sufficiently describe the 
structure or function of the polypeptides covered by the name. Every protein known to 
man comprises a part of SEQ ID NO:4 (i.e. a single amino acid) since they share at 
least one common amino acid. The polypeptides encompassed by the claims have no 
disclosure of the critical technical feature of the claimed invention or its relationship to 
function. The critical technical feature encompassed by the polypeptide and how it 
relates structurally and functionally to the polypeptides of SEQ ID NO:4 is not disclosed. 
Thus, the claims are drawn to a genus of molecules that vastly varies in structure and 
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function. It would take undue experimentation to discover the polypeptides 
encompassed by the claim. The specification does not provide any information on 
what polypeptides apart from SEQ ID NO:4 are necessary and sufficient for a functional 
activity. The specification also provides no teachings on what amino acid sequence 
modifications, e.g. insertions, deletions and substitutions, would be permissible in an 
active receptor polypeptide that would improve or at least would not interfere with the 
biological activity or structural features necessary for the biological activity and stability 
of the protein. Therefore one cannot predict the molecules required or a biologically 
activity. Rather one must engage in case-to-case painstaking experimental study to 
determine active variants. Consequently, excessive trial and error experimentation 
would have been required to identify the necessary polypeptide derivatives/variants 
since the structure of said derivatives/variants could not be predicted. 

To provide evidence of possession of a claimed genus, the specification must 
provide sufficient distinguishing identifying characteristics of the genus. The factors to 
be considered include disclosure of complete or partial structure, physical and/or 
chemical properties, functional characteristics, structure/function correlation, methods of 
making the claimed product, or any combination thereof. Apart from the polypeptides of 
SEQ ID NO:4 there is no disclosure of a particular portion of the structure of other 
molecules that must be conserved and have the functionality of the claimed genus. 
Accordingly, in the absence of sufficient recitation of distinguishing identifying 
characteristics, the specification does not provide adequate written description of the 
claimed genus. 
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Naming a type of material generically known to exist, in the absence of 
knowledge as to what that material consists of, is not a description of that material. 
When one is unable to envision the detailed constitution of a complex chemical 
compound having a particular function, such as a polypeptide, so as to distinguish it 
from other materials, as well as a method for obtaining it, conception has not been 
achieved until reduction to practice has occurred, i.e., until after the polypeptide has 
been isolated. Thus, claiming all polypeptides that achieve a result without defining what 
means will do so is not in compliance with the description requirement. Rather, it is an 
attempt to preempt the future before it has arrived. The claims do not recite a structural 
relationship between the claimed polypeptide in terms of its structure and related 
specific function. 

Even if Applicant added an functional limitation to the claims the fact remains that 
polypeptides with a particular activity or the actual structure of the 11-13 polypeptide 
cannot be envisioned any better when the possible choices are narrowed from all 
possible molecules to all possible molecules that for example comprise a part of the 
polypeptide of SEQ ID NO:4. For example, if one skilled in the art were to make a 
polypeptide with 90% identity to the reference amino acid sequence SEQ ID NO:4, he 
would be no more able to say whether it inhibits an undefined cellular receptor activity 
than if the polypeptide was only 10% identical to the reference polypeptide sequence. 
Nor would he be able to say whether the sequence existed in nature. In instant case the 
term "derivative" encompasses billion of compounds. 
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The specification does not provide any information on what polypeptides apart 
from those the polypeptide of SEQ ID NO:4 are necessary and sufficient for a functional 
activity. The specification also provides no teachings on what amino acid sequence 
modifications, e.g. insertions, deletions and substitutions, would be permissible in an 
active IL-13 receptor polypeptide that would improve or at least would not interfere with 
the biological activity or structural features necessary for the biological activity and 
stability of the protein. Therefore one cannot predict which mutation would result in 
active 11-13 receptor molecules required for a particular biologically activity. Rather one 
must engage in case-to-case painstaking experimental study to determine active 
derivatives/variants. Consequently, excessive trial and error experimentation would 
have been required to identify the necessary derivatives/variants since the structure of 
said derivatives/variants could not be predicted. 

The specification discloses only one putative amino acid sequences, SEQ ID 
NO:4 for a polypeptide having the necessary properties of binding IL-13 and/or IL-4 and 
provides no guidance on obtaining other functional molecules, which would be suitable, 
even if an activity was added to the claimed invention. 

Vas-Cath Inc. v. Mahurkar, 19USPQ2d 1111 , clearly states that "applicant must 
convey with reasonable clarity to those skilled in the art that, as of the filing date sought, 
he or she was in possession of the invention. The invention is, for purposes of the 
written description inquiry, whatever is now claimed." (See page 1117.) The 
specification does not "clearly allow persons of ordinary skill in the art to recognize that 
(he or she) invented what is claimed." (See Vas-Cath at page 1116). As discussed 
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above, the skilled artisan cannot envision the detailed chemical structure of the 
encompassed genus of polypeptides, and therefore conception is not achieved until 
reduction to practice has occurred, regardless of the complexity or simplicity of the 
method of isolation. Adequate written description requires more than a mere statement 
that it is part of the invention and reference to a potential method of isolating it. The 
compound itself is required. See Fiers v. Revel, 25 USPQ2d 1601 at 1606 (CAFC1993) 
and Amgen Inc. v. Chugai Pharmaceutical Co. Ltd., 18 USPQ2d 1016. 

One cannot describe what one has not conceived. See Fiddes v. Baird, 30 
USPQ2d 1481 at 1483. In Fiddes, claims directed to mammalian FGF'S were found to 
be unpatentable due to lack of written description for that broad class. 

Therefore, only the use the isolated polypeptide disclosed by SEQ ID NO:4 but 
not the full breadth of the claims meets the written description provision of 35 
U.S.C.j112, first paragraph. Applicant is reminded that Vas-Cath makes clear that the 
written description provision of 35 U.S.C. 112 is severable from its enablement provision 
(see page 1 115). 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 
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6. Claims 38, 44 and 48 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Kiyoshi et al (US PATENT 5453491 ). 

Kiyoshi discloses a polypeptide (SEQ ID NO:6) comprising a part (amino acid) of 
SEQ ID NO:4 which can be in recombinant form or comprising a pharmaceutically 
acceptable carrier. Therefore the disclosure of Kiyoshi meets the limitations of claims 
38, 44 48, absent evidence to the contrary. 

7. claims 37, 42, 43, 47, are allowed. 

8. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Nirmal S. Basi whose telephone number is 571-272- 
0868. The examiner can normally be reached on 9:00 AM-5:30 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, andres janet can be reached on 571-272-0867. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



Nirmal S. Basi 
Art Unit 1646 
2/21/06 




